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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 A recertification survey conducted from 07/09/2024 to 07/12/2024 found the

UROLOGY CENTER OF FLORIDA PA clinical laboratory not in compliance with
42 CFR Part 493, Requirements for Laboratories.

D3031 RETENTION REQUIREMENTS
CFR(S): 493.1105(3)(3)

Analytic systems records. Retain quality control and patient test records (including
instrument printouts, if applicable) and records documenting all analytic systems
activities specified in 493.1252 through 493.1289 for at least 2 years.

This STANDARD is not met as evidenced by:

Based on record review and interview, the laboratory failed to retain daily
maintenance records for Histology areafor one out of two years reviewed. Findings
included: Review of Daily Maintenance log for Miles Scientific Vacuum Infiltration
Processor (V1P) E300, Tissue Tek dispensing console, Microtome, water bath, room
and humidity log, daily maintenance for Hematoxylin and Eosin for 2023 and 2024
revealed that records for 2023 were missing, The annual testing volume for the
laboratory based on the Form CM S -116 (03/240 was 80 patients. During an interview
on 07/09/2024 at 11:30 AM, the Histology technician confirmed those records were
missing and explained that in 2023 there was another person managing the Histology
Section and they failed to give them the records for 2023.



